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Claim 39 (previously presented): The gasket (According 10 cljiiiri 33, wherein: the 
pre-filled syringe further comprises a luer lock portiorl foimcfd in a nozidc of. the syringe 
at an end of the syringe barrel ()ppt:>Siite the gasket. 

Claim 40 (previously presented): The gasket. dccording to claim 33, whereiir a 
second tapered slant is formed between the peripheral isidc surface of the gasket thiU 
contacts the inner surface of the sjn^nge barrel and thd restriction. 

Claim 4 J (canceled): The gasket according tolclaim 33, wherein only the 
peripheral side surface that contacts the inner surface of the syringe burrc J is laminated 
with silicon. 

Remarks/Arguments • 

Claims 1 , 3, 6-9, 1 1 and 1 3-40 are now pendinjg, a lotaJ or35 claims. Independent 
claims 1, 9, 23 and 33 are cuirently amended. Dependcnl claims 2» 4, 5, 10, 12 and 4 1 ai-e 
canceled. 

The Office Action mailed March 5, 2008 rejecjts cimms 1 , 3, 6-9, M and 1 3-38 
under 35 U.S.C. §112, iirsi paragraph, based on the limitation *Vherein the restriction has a 
height at least one-third the length of the peripheral side surface ' recited in indcpendejit claims 1 . 
9, 23 and 33. In addition, claims 1, 3, 6-9, 11, 13-38 arc nDjccicd under 35 U.S.C, 103(a). 

The March 5, 2008 Office Action fails to address claims 39 and 40, which are 
currently pending. 

L Claim Rejected Under 35 U,S.C. §112 

Claims 1 , 3, 6-9, 1 1 and 13-38 were rejected uinder 35 fii.SX:. §] 12, first 
. paragraph, as failing to comply with the written description r<fcquircment based .on the limitation 
that "the restriction has a height at least one-third the length qf the peripheral side, surface." 
Adequate support for that claim limitation is found in at IcastiFigwe 2 of the original . 
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specification. Without prejudice to or waiving any of its objections to the fvxaminvit'.s rcttcTioivs' 
under 35 U.S.C. §112, Applicant has amended independent claims 1 , 23 and 33 (o recite (Mhev 
features of the invention. Applicant therefore requests withdrawal of the § 1 12 rcjiL*t:titVns as 
moot, 

IL Independent Claiin 1 (Currently Amended) 

Claims 1, 3, 6-9, 16-28 and 30-32 are rejected under 35 U.S.C/§ 1 03(a} as being 
unpatentable over 1 mil (U,S, 6,080,1 36) in view of Sudo et al. (U.S, 5,009.64rS), 
Claim 1 is presently amended to recite as follows: 

1 . A gasket for a pre-filled syringe, the syringe comprising u barret 

into which liquid is charged, wherein a periphei*aJ side surface of the gtiskx^t ih<n 

contacts an inner surface of the syringe barrel is provided with a resrriciidn, 

wherein the restriction has an inner diameter with a ralio of 0.8 Of niorc and kss^ 

than 1 .0 to a diameter of the uaskct. and wherein a pcriphei'y of £rhotlc>ni surfj^cc 

of the gasket that is not for contact with the liquid is ibnned into a 'tapered shnL 

and wherein only the peripheral side surface that contacts the innc^ si£i4;ace of the 

syringe barrel is laminated with polyethylene fluoride rosin. 

Trull does not teach or suggest a laminated gasket. Nor docs Trul] teach or 
suggest Ihe desirabihly of a certain relationship between the diameter of a gasket and the 
diameter of an annular restriction of the gasket. In the embodimeiit of Figure 2 of Apptio£m( s 
disclosure, which is also described at pages 4-5, a ratio of at least 0.8 and less ti\an 1.0 betwet^ 
the diameter (b) of the gasket main body and the diameter (b-2a) of the restriction is shown. 
With such a ratio, tlie gasket obtains sufficient rigidity to avoid bending relative to fhc axis ol the 
syringe barrel and prevent leakage. By contrast, the Trull reference teaches that the so-uallcri 
''cocking" problem of pric^r art plungers is overcome by a driving head coupling arrangcMiieni 
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whereby fl^ible resilient members at the plunger rear engage a driving head affixed to an 
injeclor (coK 7, line 1 4 to coK 8, line 9; col. 1 1 , lines 30-35) 

Nor does the Sudo reference teach or suggest u specific relationship bclv^cen the ' 
diameters of the gasket and a restriction thereof. Sudo also does not teach to selectively laminate 
a gasket as recited in amended claim 1 , and the Office Action cittrs no portion of Sudo to the 
contrary. 

For at least the reasons discussed above, the cited references do not icach or 
suggest a laminated gasket with restriction as recited in amended claim I . 

ni. Independent Claims 9 and 23 (Currently Amended) 

Independent claims 9 and 23 are presently amended to recite that ^Hhe restriction 
has un inner diameter with a ratio of 0.8 or more and less than 1 ,0 to a diameter of the gk^k'ct." ■ 
As discussed above, claims 9 and 23 stand rejected as being unpatentable over the Tnill and 
Sudo references. 

However, rrull does not teach or suggest a laminated gasket. Neither Tmll nor 
Sudo identify or describe desired dimensions of the plunger or a restriction thereof Farther, ilic 
Trull plunger / driving head arrangement teaches away fi'om use of a restriction of the plunger to 
prevent bending. For at least the aibrementioned reasons, the cited references db not teach. or 
suggest a laminated gasket having a restriction as recited in amended ciairiis 9 and 23. 

IV. Independent Claim 33 (Currently Amended) 

Clahns 33-38 arc rejected under 35 U,S,C. $ 103(a) as being unpatentable over 
the Trull and Sudo references in view of Vacca (U.S, 5,53 1 ,255). 

Independent claim 33 is currently amended, and recites as follows: 

33. A gasket for a pre-filled syringe, the syringe coniprii>ing abatTcl 
into which liquid is charged, wherein a peripheral side surfece oi^ the gasket that 
contacts an inner surface of the syringe barrel is provided with a rcstrictiotv 
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wherein the restriciion has an itmcr diam et er with a ratio oi'.0;8 or moiTc and 'lk$ -^ 
than 1 .0 to a diameter of the gasket, and wherein a periphtsry of a bottom surface 
of the gasket that is not for contact with the liquid is fomicd into a tapered sh-mt. 
and wherein only the peripheral side surface that contacts the inner surface t?f the 
syringe barrel is laminated with silicon. 

Independent claim 33, as amended, is patentable over the cited refcrct$ces. Trull , 
does not teach gasket lubrication. Sudo does not teach selective lamination of a gasket. Nor 
does Vacca, None of the cited reference addresses the relationship between the diameteriS of the 
gasket and a restriction portion. For at least the reasons discussed above, the references of ret-on?, 
do not teach or suggest applying silicon to a gaiiket having a restriction as recited in ameaood 
claim 33. 



V. D ependen t Claims 



24-32 and 34-40 are patentable with the 



Dependent claims 3, 6-8, 10*22, 
independent claims set forth above. Those dependent claims recite additional features that 
further distinguish the invention. 
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In view of the foregoing. Applicant respectfully submits that the pt^ding jcUims 
are in condition for allowance and requests reconsidei-ation of tli;e applicatian. 'llie Hxaimncr 
may telephone Applicants undersigntid uounscl at the number below concerning this application. 

Applicant also encloses a Petition for lixtcjision oCTimc for two (2) months; md 
Request for Continued Examination. 

WILI .Klfi F ARR & G ALLAGHliR, 1* IJ> 



Dated: Auhusi 5. 2008 




Leslie M. Spencer^ 
Registration No. 47;i 05 

WILLKIH FARR & GALLAGl^tER LLP 

787 Seventh Ave. 

New York, New York lOQW 

212^728-8782 

212-728-9782 Fax. 
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